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Apri™
(desogestrel and ethinyl estradiol) Tz

PATIENTS SHOULD BE COUNSELED THAT THIS PRODUCT DOES N
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B only
Apri 28 and 21 Oay Regimen bitster cards for desogestrel and estradiol n
provide an oral contraceptive regimen of 21 o0 o o "

7-0l) and 003 mg ethiny! estradiol (18-nor-17 alpha-pragna-1.3.5 (10)-trien-
uloss, bactzse monohwdrats, Qlyeo, polysorbats 80, povidane, pregea-
mmnmmmm and viemin E. P

z
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In the third cycle of use after 2 singie desogesirel and sthinyl estradiol Ghiet, mximum |
ncantrations of J-keto-desogestrel

kinetics of non-inesr due 10 an increase in binding of
3-keto-desogestrel 0 sax hormone~binding globulin in the cycie, attributed to
globukin levels which are induced by the of

e fi::n 50464 vnoiL) Iz;ha(m moll) 1 tid
traatment cycle from day 1 () to amolL).
The efimination ha!- fug-mowuh 38420 hours at steady .
state. In addition to other phass | metabolites are 3a.

380 and Thess other metaboiites are
not known to have and are further convertad in part by con-

estrackl. Sultats and glucuronids conjugates of bath ethimy estradiol and phasa | metabo-
Ites, which are excretad in bile, C&n uNdergo enterohepatic circulation.

INDICATIONS AND USAGE .
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nancy in worttan who elect t use oral contraceptives a3 a method of contraception.

ommmmmrmnmmmmmm
orsl contraceptives and

The efficacy of thess contracaptive methods, excent sterfization, mmmmﬂ-

abiity with which they are usad. Corvect and consistent usa of thass Methods can result -

in lower fatture rates.
TABLE i: LOWEST EXPECTED AMD TYPICAL FALURE RATES DURING
THE FIRST YEAR OF CONTINUOUS USE OF A METHOS
% of Women "
In the First Year of Costivesus Use
Lowest
Mathod __Expocted® :
(No Contraceptive) (85) (85)
Contraceptives
combined 0.1 NA*
progestin onty 05 A"
Diaphragm with spermicids)
cresm or jefly 8 18
Spermnicides alone (foams,
suppositories, and vaginal fiim) [} 2
Vaginal Sponge
mutliparous 9 13
parous 20 38
implant - 0.09 0.09
Injection: depot .
acetats 03 0.3
UD
15 20
copper T 380A 08 08
Condom without spermicidos
femsie 5 2
maie 3 12
Cervical Cap with spermicidal
cream or
9 18
parous 2 38
ahstinence °
{all mathods) 19 20
stortization 04
Male steriiization 0.10 0.15

Adapted from RA Hatcher ot al., Tadie 5-2.(1994) ret. /1.

* The authors’ best guess of the of woman expectnd o axperience an acth
dental pregnancy among %ammmunﬂm
nm)wmmawmmm dusing the first year if they do not stop
for any other reasom. .

** This coupies who initiate use of 2 method (ngt necessartly
r«nwmhmwmmmmm year ff they
do not stop use for anty other reason.

a clinical trial with desogestrel and sthimyl estradiol tablets, 1,195 subjects compiet-

od 11,656 cycles and a total of 10 pregnencies were reportad. This reprasents an over-

afl yser-efficacy (typical user-sfficacy) pregnancy rats of 1.12 per 100 women-years.

This rate inciudes patients who did not taks the drug correctly.

CONTRANDICATIONS

mmmmmmwmmmwmmm
conditions:

o Thrombophiebitis or thromboemboiic disorders

. Ammummmumwm
. Combﬂmdaumwym

. Nmmdmndmm

Carcinoma of the endometrium or other known or suspectsd estrogen-depen-

in heaithy women without undsrlying risk factors. The risk of morbidity and mortaiity

tension, hypertipidemias, obesily and diabetes.
wmmpmwgwmmmuwwmmumm

vide 2 measure of the retative risk of a disaass. namely, 3 ratio of the incidenca of 2 ois-
2258 among oral contrzceptive usars to that among nonusars. The relative risk does not
provide information on the actual clinical occurrence of a dissase. Cahort studies pro-
vids a measure of attributadle risk, which is the gifferance in the incidence of diseass
betweon oral contraceptive users and nonusers. The attnbutabie risk does provide
information about the actual occurence of  diseass in the population (Adapied from
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ofs. 2 and J with the suthor's permnission). For further information, the reader is
eferred to a text on epidentiological methods.

1. THROMBOEMBOLIC DISORDERS AND OTHER YASCULAR PROBLEMS
a Myocardial inferetion
An incressed risk of myocardal infarction has been attributed to oral contra-
ceptive use. This risk is primarfly in smokars or women with other underlying - .
risk factors for coronary srtery dissass such as hypertension, hypercholes-
terolemta, morbid obesity, snd diahetss. The rolative risk of heart attack for cur-
font oral contraceptive Lsars has bean samatad to be two t six (4-10). The h—
risk is very low in women under the age of 30. -

and older among womaen who use onal contraceptives. (See Tabie 11) A
TABLE i Circaiaiary diseuss -mu-nmnmn -
arsl contraceptive sse

290, smaking stutes snd
22 VR USENS ION-GMOKERS)  [Z255] CONTACLS (NOR- SMOKERS) - - .
20 R VUSRS (SMOKERDY S CONTROLS (SMOKERS) S .
200 i

@8 -
1

{HO. OF DEATHS/100,000 WOMAN-YEARS)
g

MORTALITY RATE

o~

’ e S > =
15-24  25-34 45-

(Adamed‘frwn PM. Layde and V. Beral. ref. #12.)

ommnwmummammmmm
as hypertansion, diabstes, Wﬂ,mmmn&. inparticular,

SOMA progestugens are known to decrease cause glucosa
intolerance, whil estrogens may creais a state of hyperinsuknism (14-18).
0 have been shown 0 increass blood pressure among users

ated mwmummmmmmw e
with caution in women with cardiovascutar disease risk .
Wmmwmﬁu CLINICAL PHARMAGOLO-
GY), and ther is some evidence that the risk of assoc
atad with ors contracaptives is iower when has minimal
androgenic activity than when the activity is greatar (100).

b. Thramboemboiism

(desogestrat and athinyl estradiol) Tablets comain desogestred}
with a two-fold incraase in the risk of venous disease 28

predisposing
bo&cdlsaau(z.s.w‘u) Cohort studies have shawn the relative risk to be
lower, 2bout 3 for new cases and bout 4.5 for new cases requinng
hospmuﬂm(ZS) The risk of thromboembolic dissase associated with oral
2 contraceptives is not retated to length of use and disappears after pill uss 1S
stopped (2).

A two- to tour-fold increase in retative risk of post-operative thremboembolic N
complications has been reported with the usa of oral contraceptives (9). The
relative risk of venous thrambosis in women who have predispesing condi-
nomummdmmmemnﬂma& if teasible,
oral contraceptives shouid be discontinuad at lsast four weeks prior to and for



thromboembolism, oral contracaptives should be started no eartier than tour
weels after detivery in women who elect not 10 breast feed.

contraceptives have ’
utable risks of cershrovascular events (thrombotic and hemorrhagic strokas),

atthough, in general, the risk is greatest among older { > 35 ysars),
sive women who aiso smoks. Hypertension was found to be a risk factor for
both users and nonusers, for both types of strokas, and smoking interacted to
increase the risk of stroks (27-29).

In a large study, the reistive risk of thrombotic stroies hes bean shown to

i

(30). The reiative risk of hemorrhagic stroks s reported to be 1.2 for non
smokers who usad oral contraceptives, 2.6 for smokers who did not uss cral
contraceptives, 7.0 for smokers who usad oral contraceptives, 1.8 for nor
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Bacause estrogens increass HOL cholesterol, the net effect of an oral contra-
ceptive depends on a baiance achisved betwesn doses of estrogen and
progestogan and the nature and absoluts amount of progestogens used in the
contraceptives. The amount of both hormonss should be cansidered in the

deveioping myocardial infarction discontinuing
sists for a least 9 years for women 40-49 years old who had usad oral con-

traceptives for five Or MOre years, but this increased risk was not demonstras-
od in other age groups (8). In another study in Great Britain, the risk of devel-
oping cerebrovascular disesss parsistad for at least 6 years aftar discontinua-
tion of oral contraceptives, aithough €xcess risk was very smait (34). Howewer,
both studies wers parformed with oral formuiations containing
0.050 mg or higher of estrogens.

doss oral contraceptive usa by healthy non-smoking women over 40 may cut-

weigh the possible risks.

Of course, older women, &3 &l women who teks oral contracestives, shouid take

an oral contraceptive which contains the lsxst amount of estrogen and progesio-

gen that is compatible with a low fatiure rats and individual patient needs. (See
below.

Method of contrel and ouicome  15-18 20-24 25-29 -4 3-89 404
No fertiiity control methods® 70 74

Oral contraceptives non-smolar*® 0.3 05
Oral contraceptives smoker* * g% 14

up**

Condom* 11
Diaphragm/spermicide
Penodic abstinence® 25 18

0.

8

08 1

18 0.
’ 19 12 1
1

wro
Doa

* Deathrs are birth retatad
** Deaths are msthod reiated

(Adapted from H.W, Qry, ref. #38.)
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CARCINOMA OF THE REPRODUCTIVE ORGANS AND BREASTS
Numerous

ing breast cancer, ‘particutarly at a . Thig increased relative risk
a0pear 0 b eed t Gurton of 63 (3040, T5.49),
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HEPATIC NEOPLASIA.
hepatic sgenomas are associatsd with oral contracentive use, sithough
the incidence of benign tumors the United States. Indirect caiculstions

pregnancy should be ruled out before contraceptive uss. If the
patient has not adherad to the the possibility

shouid be considerad at the time ot the first missed period. ute
should be discontinued pregnancy is ruled out-

GALLBLADDER DI

Earfier studies have reportad an increased

surgery in users of oral and (60,61). Mors recont stud-

nsulin varying with different
2gonts (17,68). In the nondiabetic oraf appeer 10 have no
sffect on fasting glucoes (67). Bacause of thess demonstrated pre-
diabetic znd women ghowld be carefully monitorsd whle taidng oral con-
A-small proportion of women wil have on
the pill. As discussad oarlier (sas WARNINGS 1.2 and 1.d.), changes in sarum
tri and leveis have boen users,
ATED"BLOOD PRESSURE
An increass in blood pressure has besn reported in women oral contre-
ceptives (68) and this increase is mors tkely in oider oral users (60)

Oata from the Royal Cotlege of Practitioners (12) and subsaquent ran-
domized triais have shown that with
increasing progestationat activity.
Women with a history of of or renal
diseass (70) shouid be encouraged to use ancther method ot contraception.
women elect to uss oral contraceptives, they be monitored closaly and #
nificant elevation of blood pressure occurs, shouid be dis-
continued: For most women, tlevatad will retum t0 normal aftee

" J reakthrough blesding,
any abnormal vaginal bleeding. #f pathology has been exciudad, time or 2 changs
to another formutation may soive the probiem. In the event of amencrrhea, preg-



ADVERSE

An increasad risk of the following saricus adverss rsactions has been associated with

the use of oral contraceptives (sae WARNINGS saction):
Thrombophisbitis and venous thrombosis with of without embosism

benign fiver tumors
The following adverse reactions have heen reported in patients recelving oral contra-
ceptives and ars betieved to be drug-reiated:

* Nausss

» Vomiting .

* Gastrointastina symptoms (such as abdominal cramps and biaating)

-Emmmmmmdum
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on the other side) contains 0.15 my desogestrel and 0.03 mg ethinyt

contraceptives, In breakthrough bieeding, as n all cases of iregu-
cayses should be borne in mind. In undi-
agnosad persistent of recurtent abnormal blesdi i
(debossad with -
OMID 48213 USA

the vagina, nonfunctionat
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and 575" on

Apri aesoauuu ethinyl estraciof) Tabiet 21 Dwy Regimen biister cards contain 21
Camdsbﬂs&wﬁsmﬁlmﬁ.
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BEFORE YQU START TAKING YOUR PiLLS:

what {0 do,
THE PILL IS TO TAKE ONE PILL EVERY DAY AT THE

210 not sure
WAY TO TAKE

BE SURE TO READ THESE DIRECTIONS:
Batorn you start taking your pils.
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1
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(with hormones) to taka for 3
{rosa-colorad] pills (with hormones) to take for 3
by 1 week of reminder (whets) pels (without hormones).

1) whers on the pack to start taking the pils,

2) in what ardes

3) the week n

28
(

oy
to take the pils (foliow the arrows) and
uMmbers printsd on the paci.

28-pill pack ras 21 active”

woeks,

3. ALSO FIND:

followed

The
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this month but this is ©xpected. Howsver. # you miss

ZVwmthwnqwm



pack that same day.

{such a3 condoms, tomm, or Sponge)

] “active” piis in a row (during the first 3 weeks).

pill pack and stant a new

method

1 you have sex in the 7 days after you miss peis.
davs.

PREGNANT
birth
;um
St
of the
Starer:

rest of the pack and start a new pack of pills that s2me
period this month but this is expected. However, if you miss
i 8 row, call your doctor or ciinic because you might be preg-

such as condoms,

sex in the 7 days after you miss pills,
{ ﬁwm

ingestion of targe doses of oral con-

FINALLY, IF YOU ARE STILL NOT SURE WHAT TO 0O ABOUT THE PILLS YOU HAVE
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THIS PRODUCT (LIKE ALL ORAL CONTRACEPTIVES) (8 INTEXDED TO PREVENT PREGRANCY. IT
OOES NOT PROTECT AGAINET HIY UNFECTION (AIDS) AND OTHER SEXUALLY TRAMSMITTED
DISEASER. .

MON TUE WED THU FRI SAT SUN
TUE WED THU FRI  SAT SUN MON
WED THU FRI  SAT SUN MON TUE
THU FRI SAT SUN MON TUE WED
CFRI SAT SUN MON TUE WED THU
SAT SUN MON TUE WED THU FRI
SUN. MON TUE WED THU FRI SAT

ond olhinpl Tabint 21 Oy Reyimen Stister Cant: Contains 21 round rose-
mamm toe” uuao:ﬂf Each ross-colored tablet contains
0.15 mg desogestral and 0.03 mg ethinyl estradiol.

wwmmwhmu “birth control pills” or “the pill,” ase taen to prevent pregrancy,
and when

healthy, non-smoiing women (evan with the newer low-ose formutations), thers are aiso greater

potential health risis ass0Cixied With pregrancy in older women.

You should not tzis the pill if you Suspact you are prognant or have unsxgiained vaginal bissding.
Clgaretts smoking increasss the risk of serieus cardiovescsisr side effets trom ersl
contracoptive 43s. This risk incrasses wilh sge and with heavy smeking (15 or mers
dmnm)dhmuﬂhmnumdmmmmu
contrateptives are stroagly advisad not to smels.

Most side effects of the plll are mmmmmmm«uammmmm
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hree months of usa,

W

PORTA b
GEFDRE YOU START TAKING YOUR PILLS: —— L _J
1. BE SURE TQ READ THESE DIRECTIONS
Before you start taking pitts.

your
ms you are not sure what to do. ) -
2. THE RIGHT WAY TO TAKE THE PILL IS TO TAKE ONE PILL EVERY DAY AT THE SAME TIME. It
you miss pills you could get pregnant. This includas starting the pack tste. The more pils yod
miss.memllh%youmtowwglm P ’
3. MANY WOMEN HAVE SPOTTING OR LIGHT BLEEDING, OR MAY FEEL SICX TO THEIR
ACH DURING THE FIRST 1-3 PACKS OF PILLS. L
If you feel sick to your stomach, do not stop taking the pik. The problem wilt usuatly go away.
uitdoesn‘too:m.MMzEdeMdin&
4. MISSING PILLS CAN ALSO CAUSE SPOTTING OR LIGHT BLEEDING, even when you maks up
these missad pilis. On the days you take 2 pills to make up for missed pills, you couild aiso teet
a littie sick to your stomach. .
5. If YOU HAVE VOMITING OR OIARRHEA, for arty resson, of (F YOU TAKE SOME MEDICINES,

g
g
2
B
3
5
A
P
B

LEAFLET, cail your doctor or clinic.
BEFORE YOU START TAONG YOUR PRLS:
1. DECIDE WHAT TIME OF DAY YOU WANT TO TAKE YOUR PILL. it is important to take it at about

the sams time every day,

2. LOOK AT YOUR PILL PAGK TQ SEE THAT [T HAS 21 PILLS: The 21-pill sack has 21 “active”
3 W}W(WW)MWMSMMW1MMON
" 1) whers on the pack to start taking the

pills,
2) in what order to taka the piifs (follow the arrows) and
3) the week numbers as shown in the fallowing example:

’,

Ross-colored
tablets
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! 4. BE SURE YOU HAVE READY AT ALL TIMES: .
ANOTHER KIRD OF BIRTH CONTROL (such as condoms, foam, of Sponge) to use as a back-
up In case you miss piils.

AN EXTRA, FULL PILL PACK.

WHEN TO START THE HRET PACK OF PILLS:

You have a choics of which day to start taking your first pack of pills. Decide with your doctor of

clinic which ks the best day for you. Pick a tims of day which witl be sasy to remamber.

DAY 1 START:

1. Pick the day label strip that starts with the first day of your period (this is the day you stant
bleeding of spatting, aven if it is aimost midnight when the biseding begins).

2. Piace this day labei strip on the cycie tabiet dispenser card over the area that has the days of
the week (starting with Sunday) printed on the dispensing card. .

Pick correct dy izbel [THU FRI SAT SUN MON WED)]
Peei and place bl hers.




mnmﬂmdaydmwmmsway,mmwpwnmn
3. Take the first “active” [rosa-cotored] ol of the firs pack during the firet 24 hours of your period,
4. Youmwmwmuunuﬂ-upmmdhmm since you 8re starting the pal at the
beginning of your period.

SUNDAY START:

1. Taka the first “active” {rose-colered] pil of the first gack on thve Suacty Efter your oerfod starts,
evan if you are st biseding. If your period begins on Sunday, stut the pack that sama day.

2. Usa apgther method af birth comtrol s a back-up wummwmmm
Sunday you start your first pack unti] the next Sunday (7 days). Condoms, foam, or the sponge
are good back-up methods of birth control.

WHAT TO DO OURING THE MONTI:

1. TAXE GKE PILL AT THE SAME TIME EVERY DAY UNTIL THE PACK IS ENIPTY,
Do nat sidp pitis even it you 818 Spotting or biesding batwesn monthly periods or fes! Sick to
your stomach (nausaa).
oonaskiaplnmnyoudonammmm

2. WHEN YOU FINISH A PACK OR SWITCH YOUR SRAND OF PALLS:
Wait 7 days to start the next pack. You wii] probadily have your period during that week. 8¢ sure
that no more than 7 days pass between 21-day packs.

WHAT TO 00 tF YOU Miss PLLE:

it you MISS 1 [rose-colored) “sctive” pif:

1. ;m;‘mammemmwnmmmthmywuh
2. You da nat need tg use 3 back-up birth control method f you have st

2 [ross-coiorad) “active™ pilks in 2 row in WEER 1 OR WEEX 2 of your pacic

pils on the day you remember and 2 pills the next day.

take 1 pif a day unti you finish the pack.

MAY BECOME PREGNANT if you have sex in the 7 daya after you miss piis,
mmmmm(m-mwnorm)mm
for thoss 7 days:

2 [rose-coloned}) mmmmmmmm

hiw

the rest of the pill pack end start § new pack thet same day.

row sre 8 Ssudvy Starter;

taking 1 oill every day unt Sunday.
sm.mowunmwmmmnmnmmmmmnmm

2. You may not have your period this month but this is expectsd. Howewer, If you miss your period
rmonths in a row, call your doctor of ciiric because you might be pregnanmt.

3. You MAY BECOME PREGNANT If you have sex in the 7 deya sfter you miss pil. You MUST
uuummmmmmammm or Spenge) 23 & back-up method

those 7 days.

nwmammrmwwmm(mmnsmx

f you or0 8 Dy 1 Starter:

THAOW OUT the rest of the pill pack and start a dew pack that same day.

f you are 8 Sunday Sterter:

Kmmtoﬂmuyumﬂsm
" On Sunday, THROW OUT the rest of the pack and start 8 new pack of pills that same day.
2. You may not kave your periad this month but this is expecied. Howewar, if you miss your period

2 months in & row, catl your doctor or ciinic decauss you might be prognant.
3. You MAY BECOME PREGNANT f you have sax in the I g atier you misy pills. You MUST

f?uwy:nmmm(mnm'ulmm)uam«mmm

those

FINALLY, UWMWWWMWNM“MWMM
Uss & BACK-UP METHOD anytime you

KEEPTN(IMONE(ROSE-CO‘-ORED] WH&WD‘Ymmmmmdm
ar clinie.
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IS INTENDED TO PREVENT PREGNANCY. IT DOES

NOT PROTECT AGAINST HIV INFECTION (AIDS)
mmmvwmm K
Cantents: One cydic tablet dispenser X 28 tablecs i @j
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PLEASE NOTE: Ths ixbefing Is revizad frem time to time a3 mportent new
medical information becontes avallable. Thersfere, please review Mhis
Iabefing carsfully.

The following oral contraceptive products contain a combination of progesto-
gen and estrogen, the two kinds of femate hormones:

Aprl (dssoperirel and oiinyl extradiol) Tablet 28 Dey Hegimen Btister Card
Each rose-colored tablet contains 0.15 mp desogestrel and 0.03 mg ethinyt
astradiol. Each white tablet contains inent ingredients.

Aptl (desogestrel snd ethinyl extradiol) Tablet 21 Day Rogimen Blister Card
Each rose-cotored tablet contains 0.15 mg desogestrel and 0.03 mg ethinyl
estradiol.

INTRODUCTION

Any woman who considers using oral contraceptives (the birth control pifl or
the pifi) should understand the benefits and risks of using this torm of birth
control. This patient kabefing will give you mwuch of the information you will
need o make this decislon and will also help you determine if you are at rigk
oideveiwmaﬂymﬂ'nseﬂoussmeﬂeﬂsoimmﬂ.hwmhﬂmhmm
use the pili properly 50 that it will be as effective as possible. However, this
labeling fs not a reptacement for a careful discussion between you and your
doctor or ciinic. You should discuss the information provided in this labeling

with him or her, both when you first start taking the piil and during your revis- -
ts. You should also follow your doctot's' or clinic’s advice with regard to regy- -

tar check-ups white you are on the pil. .

EFFECTIVENESS OF ORAL CONTRACEPTIVES -

Oral contraceptives or “birth control pits™ “the pil” are used to prevent preg-
nancy and are more effective than other yrgical methods of birth control.
When they are taken cdrrectly, the chance of becoming pregnant Is less than
1% (1 pregnancy per 100 women per year of uss) when used perfectly, with-
"ut missing any pils. Typical taffure rates are actualty 3% per year. The chance
o t‘aecomlno pregnant increases with each missed pill during 3 menstrual
wycle. :

in comparison, typical faiture rates for other non-surgical methods of birth
sontrol during the first year of use are as tollows:

Implant: <1%
Injection: 1%

D: ' 1t0 2%
Diaphragm with spermicides:  18%
Spermicides alone: 21%
Vaginal sponge: 18 10 36%

to the lungs. Thess risks are greatst with desogestrel-contatning orst contra-
ceptives, such as Apri (desogestrel and ethinyl estradiol) tablets, than with
other low-dose pils. Rarely, clots occur ih the bidod vessels of the eye and may
cause biindness, doubl vision, or impaired vision. .

1f you take oral contraceptives and need elective surgery, nded to stay i ted
for a projfonged Miness or havi recently defivered a babry, you may be at risk of
mhmuooddmvoushouidmnmrﬂoctovqreﬂnicabotnsmp-
ping oral contraceptives threa to four weeks befors Surgery and not taking oral
contraceptives for two weeks after surgery or during bed rest. You should also
not take oral contraceptives soon after delivery of a baby. Rt Is advisable:to wakt
for at least four weeks after defivery if you are not breast teeding or four weeks
after a second trimester abortion. if you are breast fesding, you should wait
until you have weaned your child betore using the pil. (See also the section on
Breast Feeding in General Precautions.) .

The risk of circutatory disease in oral contraceptiva users may be higher in

- users of high dose piks and miay be greater whth longer duration of oral con-

traceptive use. In addition, some of these increased risks may continue for a
number of years after stopping oral contraceptives. The risk of abnormal
clotting increases with age In both users and nonusers of oral contraceptives,
but the increased risk from the oral contraceptive sppears {6 be presant at all
0¢s. For women aged 20 to 44 it IS estimated that about 1 in 2,000 uSing oral
contraceptives will bs hospitafized each year because of abnormal clotting.
Among nonusérs in the same age group, about 1 in 20,000 would be hospital-
ired each year. For orsf contraceptive users in general, it has been estimated
that in women) betwedn the ages of 15 and 34 the risk of daath dus to a circy-
latory disorder is about 1 in 12,000 per year, whereas for nonusers the rate is
about 1 in 50,000 per year. In the age group 35 to 44, the risk is estimated to
about 1 in 2,500 per year for oral contraceptive usars and about 1 in 10,000
yoar for nonusars.
2. NHeart sitacks and sirokes o )
Ordl contraceptives may thcreasa the tendency to develop strokes (stoppags or
rupturs of blood vesseis in the brain) and angina pectoris and heart attacks
(blockage of diood vesseis in the heart). Any of these conditions can cause

ity. )
Smoking greatly increases the possibifity of suffering heart attacks and étrokes.
Furthérmore, smoking and the use of oral contraceptives greatly increase the
chances of developing and dying of heart disease.
3. Gafibtadder disease

dmloommﬂwmmbawmaurémiﬂsktﬁmnommmmww
gafibiadder disease, although this risk may be retated to pifis containing high
doses of estrogens,

4. Liver tymors
In rare cases, oral contraceptives can cause benign but dangerous liver

L

100351A0899

CINCINNATY, OHIO 45213 USA

N\
ﬁq‘lp . M. by: DURAMED PHARMACEUTICALS, INC.

REV. 08/99

over the age of 35, the estimated nuniber of deaths exceetls those for other
methods of birth control. if a woman s over the age of 40 and smokes, her
estimated risk of death Is four times higher (117/100,000 women) than the
estimated risk associated with pregnancy (28/100,000 women) in that ags
group.

The sugpestion that womsan over 40 who do not smoke should not tafe orat
contraceptives {8 based on_ information from older, higher-dose pills. An
Advisory Committes of the FOA discussed this lssue i 1989 and recommend-
ed that the benefits of low-dose oral contraceptive use by healthy, non-smok-
ing women over 40 years of age may outweigh the possible risks.

WARNTNG STHNALS
If any of these adverse effects occur while you are taking oral contraceptives,
call your doctor of clinic immediately:
= Sharp chest paih, coughing of blood. or sudden shortness of breath (indl-
cating a possibid clot in the ing)
* Pain In the caff (indicating a possible clot in the lag)
. Cnmh;mdnstpahorheavinasshthechest(hdkatmaposslbhmn
attack

* Sudden severs hsadache or vomiting, dizziness or fainting, disturbances
of vision or speech, weakness, or numbness tn an am or leg (indicating
a possible stroks)

* Sudden partial or complete foss of vision (indicating a possible clot in the
eye) L

* Breast lumps (indicating possibla breast cancer or fibrocystic disease of
the breast; ask your doctor or ciinic to show you how to examine your
braasts) ; .

+" Severe pain or tendemeéss in the stomach area (Indicating a possibly rup-

tured fiver tumor)

Difficuty In sleaping) waskness, ck of energy, fatigus, or change in

mood (possibly indicating severe depression)

* Jaundice of a yellowing of the skin or eyebath, accompanied frequently
by fever, fatigue, loss of appetits, dark colored urine, or fight cotored
bowel movements (indicating possible liver broblems)

SIDE EFFECTS OF ORAL CONTRACEPTIVES
1. Vaginal bleeding . .
Irequiar vaginal bleeding or spotting may occur while you are taking the pilts.
lireguiar blgeding may vary from shight staining between menstrual periods to
breakthrough bieeding which. is a flow much fike a regular period. Irregular
bleeding occurs most often during the first few months of oral contraceptive
use, but may also occur after you have been taking the pill for some time. Such
bleedina mav be temporary and wsually does not indicate any serious prob-



Céivichl Cap: 18 to 5%
Condom atone {male): 12%
Gondom alone (female): 21%
Perlodic abstinence: 20%
No methods: 85%

WHO SHOULD NOT TAKE ORAL CONTRACEPTIVES

Cigarstte smoking intreases the risk of seriows cardlovascular side
eftects from oral contraceptive use. This risk incresses with age and
with hesvy smoking (15 or more cigareftes per day) and Is guite
marked in women over 35 years of age. Women who use ora! contra-

coptives are stroagly advised not to smoks.
Some women should not use the pil. For example, you should not take the pil
if-ybu are pregnant or think you may be pregnant. You should also not use the
pin #f you have any of the foflowing conditions:
* A history of heart attack or stroke
* Blood clots In the legs (thrombophlebitis), tungs (pulmonary embolism), or

oyes
* A history of blood clots in the deep veins of your legs
* Chest pain (angina pectoris)
¢ Known or suspected breast cancer or cancer of the (ining of the yterus,
cervix or vagina
* Unexplained vaginal bleeding (until a diagnosis Is reached by your doctor)
* Yellowing of the whites of the eyes or of the skin (jaundice) during preg-
nancy or during previous use of the pill
* Liver tumor (benign or cancerous)
* Known or suspected pregnancy
Tell your doctor of clinic i you have ever had any of thess conditions. Your doc-
tor of clinic can recommend a safer method of birth control.

OTHER CONSIDERATIONS BEFORE TAXING ORAL CONTRACEPTIVES
Tel your doctor or clinic it you have or have had:

* Breast nodules, fibrocystic disease of the breast, an abrormal breast x-ray

or Mammogram

* Diabetes .

« Elevated cholesterol or triglycerides

* High blood pressare

» Migraine or other headaches or epflepsy

« Mental depression

 Gafibtadder, heart or kidney disease

« History of scarty or Irregular menstrual pariods
Women with any of these conditions shoutd be checked often by their doctor
or clinic if they choose to use oral contraceptives.
'Also be sure to inform your doctor or clinic if you smoke or are on any med-
cations.

nmwnmmwmmm

1. Risk of devetoping blood clots - ’

mmmmmmmmm;:mmmmmm

eftects of taking oral contraceptives and can cause death or serious disability.

In particular, a clot in one of the legs can cause thrombophiebitis and a clot that

travels to the lungs can cause a sudden blocking of the vessal carrying bleod
! .

. A
b
) 1N

tumors. Thes’e benign fiver tumors can rupture and cause tatal imtemnal bleed-
ing. In addition, a possiblo but not definite association has been found with the
pilt and liver cancers in two studies, in which a few women who developed
these very rare cancers were found'tp have used oral contraceptives for long
periods. However, liver cancers are fare.

8, Cancer of the reproductive organs and bepasts

There Is conflict among studies regarding brbast cancer and oral contraceptive
use. &mostudleshavemportedmlncmsehlherlskofdeve!oplnubreast
cancer, particularly at a younger age. This increased risk appears to be refated
to duration of use. The mafority of studies have found no overall increase in the
risk of developing breast cancer.

Some studies have found an increass in the Incidence of cancer of the cervix
in women who use oral contraceptives. However, this finding may be related to
factors other than the use of oral contraceptives. There s Insufficient evidence
fo ruls out the possibiity that pifis may cause such cancers.

ESTIMATED RISK OF DEATH FROM A BIRTH CONTROL METHOD OR PREG-

RANCY
All methods of birth control and are associated with a risk of devel-
oping certain dissases which may lead to or death. An estimate of the

number of deaths associated with diffsrent methods of birth control and preg-
nancy has been calcutated and is shown in the following table.

ANNUAL NUMBER OF BIATH-RELATED OR METHOD-RELATED DEATHS
ASSOCIATED WITH CONTROL OF FERTILITY PER 100,000 NON-STERLE
WOMEN, BY FERTRITY CONTROL METHOD ACCORDING TO AGE

Methed of contrel 18-19 20-24 23-20 30-34 3%-39 40-M

and outcome

No fertifity control 70 74 91 148 257 282
methods* :

Oral contraceptives 03 05 09 19 138 316
non-smoker* *

Orsi contraceptives 22 34 68 135 511 1172
smoker**

p** ) 08 08 t0 10 14 14

Condom* 11 16 07 02 03 04

Disphragmvspermicide* 19 12 12 13 22 28

Periodic abstinence* 25 16 - 16 17 29 386

* Desths ave birth related

** Deaths ars method retated

In the preceding table, the risk of death froth any birth control risthod ts less
thart the risk of childbirth, except for oral contraceptive users over the age of
35 who smoke and pil! users over the age of 40 even If they do rot smoke. It
can be seen in the table that for women aged 15 to 39, the risk of death was
highest with pregnancy (7-26 deaths per 100,000 wornen, depending on age).
Among pill users who do not smoke, the risk of death was atways lower than
that associated with pregnancy for any age group, although over the age of
40, the risk increases to 32 deaths per 100,000 women, compared to 28 asso-
ciated with pregnancy at that age. However, for pift users who smoke and are

lems. 1t is important to continue taking your pifls on schedule. If the bleeding
occurs in more than one cycle or lasts for more than a tew days, talk to your
doctor or clinic.

2. Contact fenses

H you wear contact lenses and notice a change in vision or an inablility to wear
your lenses, contact your doctor or clinic.

3. Floid retention

Oral contraceplives may cause edema (fluid retention) with swelling of the fin-
gers or ankles and may raise your blood pressure. If you experience fluid reten-
tion, contact your doctor or clinic.

4. Melasma

A spotty darkening of the skin is possible, panlcuiarly of the face, which may
persist.

5. Other side offacts

Other side effects may include nausea and vomiting, cfnnoehappetﬂe
headache, nervousness, depression, dizziness, loss of scalp halr, rash, and
vagina! intections.

If any of these side effects bother you, cal your doctor or clinic.

GENERAL PRECAUTIONS
1. Misted periods and use of oral contraceptives hefore or during esrly

pregnancy

There may be timss when you méy not menstruate regularty after you have
completed taking a cycle of pilis. If you have taken your pifis regutarly and miss
one menstrual period, continue taking your pilts for the next cycle but be sure
to inform your doctor or clinic before doing 0. If you have not taken the piis
dafly as Instructed and missed a menstrual pertod, you may be pregnant. if you
missed two consecutive menstrual periods, you may be pregnant. Check with
your doctor or clinic immediately 1o determine whether you are pregnant. Do
noQMInmtommleontneenﬂvesumﬂyoumsureyouarenotmm
but continue to use another method of contracsption.

There is no conclusive evidence that oriil contraceptive use is associated with
an Increase in birth detects, when taken inadvertently during early pregnanty.
Previousty, a few studies had reported that oral contraceptives might be asso-
clated with birth defects, but thess findings have not been seen in more recent
studies. Nevertheless, oral contraceptives or any cther drugs should not be
used during pregnancy unless clearly necessary and prescribed by your doctor
or clinic. You should check with your doctor or clinic about risks to your
unborn chitd of any medication taken during pregnancy.

2. While bretst ieeding

1f you are breast feeding, consult your doctor or clinic before starting orat con-
traceptives. Some of the drug wifl be passed on to the child in the milk. A few
adversa effects on the child have been reported, inchiding yellowing of the skin
(jaundice) and breast enlargement. In addition, oral contraceptives may
decrease the amount and quatity of your milk. If possible, do ot uss oral con-
tracoptives while breast feeding. You should use another method 6f contra-
ception sincs breast feeding provides only partial protection from becoming
pregnant and this partial protection decreases significantly as you breast feed
for longer perlods of time. You should consider starting oral contraceptives
only after you have wianed your child completely.



3. Laboratery llﬂl

lfyoumsclwduledforanylabunwytests tell your doctor or clinic you are
tak;nqblnncomq_pms.mmln ummmumwmmmm
pil

4. Drug interactions .

Certain drugs may interact with birth control pills to make them less effective
in preventing pregnancy or cause an increase in breakthrough blseding. Such
drugs include rifampin, drugs used for epilepsy such as barbituratas (for
example, phenobarbital), anticonvulsants such as carbamazepine (Tegretol is
one brand of this drug), phenytoin (Dilantin Is one brand of this drug).
phenyibutazone (Butazolidin is one brand), and possibly certain antibiotics.
You may need to uss additional contraception when you take drugs which can
maks oral contracaptives tass effective.

8. Sexwally transmitted disesses

This product (like all oral contraceptives) ig intended to prevent pragnancy, It
does not"protect against transmission of HIV (AIDS) and gther saxually trans-
mitted diseases such as chiamydia, genital herpes, genital warts, gonorrhea,
hepatitis 8, and syphilia.

HOW 1O TAKE THE PILL ,

[MPORTANT POINTS TO REMEMBER

BEFQRE YOU START TAKING YOUR PILLS:

1. BE SURE TO READ THESE DIRECTIONS:

Before you start taking your plils.
Anytime you are not surs what to do.

2. THE RIGHT WAY TO TAKE THE PILL IS TO TAKE ONE PILL EVERY DAY AT
THE SAME TIME.

If you miss pills you could get pregnant. This includas starting the pack late.
The more pilis you miss, the more likely you are to get pregnant.

3. MANY WOMEN HAVE SPOTTING OR LIGHT BLEEDING, OR MAY FEEL SICK
- TO THEIR STOMACH DURING THE FIRST 1-3 PACKS OF PILLS.

It you fest sick to your stomach, do not stop taking the pill, The problem will

usually go away. If it doesn't go away, check with your doctor or clinic. .

MISSING PILLS CAN ALSQ CAUSE SPOTTING OR LIGHT BLEEDING, even

when you make up thess missed piils. On the days you take 2 pilis to make

up for missed pilis, you could also feel a iittis sick to your stomach. .

IF YOU HAVE VOMITING OR DIARRHEA, for any reason, or IF YOU TAKE

SOME MEDICINES, including some antibiotics, your pills may not work as

well,

Use a back-up method (such as condoms, foam, or sponge) until you check

with your doctor or clinic.

6. IF YOU HAVE TROUBLE REMEMBERING TQ TAKE THE PILL, tak to your
doctor or clinic about how to maks pill-taking easier or about using ancther
method of birth control.

7. IF YOU HAVE ANY QUESTIONS OR ARE UNSURE ABOUT THE INFORMA-
TION IN THIS LEAFLET, call your doctor or clinic.

mmummmvmm

1. DECIDE WHAT TIME OF DAY YOU WANT TO TAKE YOUR PILL. 1t Is impor-
tant to take it at about the sama time every day.

LOOK AT YOUR PILL PACK TO SEE IF IT HAS 21 OR 28 PILLS:

The 21-pil! pack has 21 “active™ [rosa-colored) pilis (with hormones) to take

for 3 weeks, followed by 1 week without pills.

The 28-pifl pack has 21 “active” [rose-cclored] pills (with hormones) to take

for 3 weeks, followed by t week of reminder [whits} pilis (without hor-

mones).

LALSOFIND: -

1) where on the pack to start taking the piils,

2) in what order to take the pills (follow the arrows) and
3) the week numbers printad on the pack.

~
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SUNDAY START:
1. Take the first “active” {ross-colored) pitl of the first pack on the

oven if you ars still bieeding. If your period begins on- -

your period starts,

Sunday, start the pack that same day.

2. Usa another method of bith contro] as a back-up method if you have sex
anytime-rohy the Sunday you start your first pack until the next Sunday (7
days). Ccmh::foam or the sponge are good back-up methods ot birth

control.
WHAT TO DO DURHSQ THE MONTH:
SAME TIME EVERY DAY UNTIL THE PACK IS

1. TAKE OME PILL AT
EMPTY.
Do not skip pifts even it you are spotting or bleeding between monthly pert-
ods or fes] sick to your stomach (nausea).
Do not skip pilis even if you do not have sex very often.
2 WHEN YOU FINISH A PACK OR SWITCH YOUR BRAND OF PLLS:
start the next pack. You will probably have your
week. Be sure that no more than 7 days pass

: ~day
20 pllix; Start the next pack on the day after your last “reminder” pill. Do
not wait any days between packs.

WHAT TO DO IF YOU MiSS PHLLS:

If you MISS 1 [rose-colored) “active” pill:

1. Taks it as s0on as you remember. Take the next pilf at your regular time. This
means you taks 2 pitts in 1 day.

ZYoudonotneedtnuuaba:k-upbirﬁnconuumstmdﬂyouhavesu.

ltyoumzlme-eobrodl “active” pilts in a row in WEEXK 1 OR ~

\VEI of your pack:

Taks 2 pills on medayyouramunbethmhmenmdw—

Z‘rnen take 1 pill a day unt you finish the pack.

3. You MA BECOMEPREGNANTWyouhavemlnmmWyoumiss

pills. You MUST use another birth control mathod (Such as condoms, foam,
orsponoo)asabadt—upmmodformosﬂdays.

It you IS8 2 [rose-colored]. “active” plllslnarowlnTHEmm

1. if you are a Day 1 Starter;
THHOWOUTmmstotﬂnplﬂpackandstananewpackthatsameday
f you sre a Sandsy Siarter:

Keep taking 1 pitl every day until Sunday.
On Sunday, THROWOUTmmoimapackandstananewpackofpms
that same day. .

2. Youmaynotlwvuyourperiodmls month but this is expected. However, if
you miss your period 2 months in a row, call your doctor or clinic because
you might be pregnant.

3. You MAY BECOME PREGNANT if you have sex in the 7 days after you miss
pills.

You MUST use another birth control method (Such as condoms, foam, or
sponge) as a back-up method for those 7 days.

it you MISSSOR MORE [rose-calored) “active” pills in a row (during moﬂrst

1. i you are a Day 1 Starter:
THROWOUTmemstoHMpHIpad(andstana new pack that same day.

* i you are s Sunday Starter:
Keep taking 1 pili every day umﬂ Sunday.
On Sunday, THROW QUT the rest of the pack and start a new pack of pills
that same day.

zYounlaynotruNyourponodmismonm but this is expected. Howaver, it
you miss your period 2 months in a row, call your doctor or clinic becausa
you might be pregnant.

3. You MAY BECOME PREGNANT if you have sex in the 7 days aftar you miss
pills. .
You MUST use another birth control method (such as condoms, foam, of
sponge) as a back-up method for those 7 days.

ey

N



28 Pifi Pack

4. BE SURE YOU HAVE READY AT ALL TIMES:
ANOTHER KIND OF BIRTH CONTROL (such as condoms, foam, or soonoe)
to use as a back-up in case you miss pills.
AN EXTRA, FULL PILL PACK..

WHEN TO START THE FIRST PACK OF PILLS:
YounawachommmmmmnmyomﬂMpuotplm.Deddo
. with your doctor or clinic which is the best day for you. Pick a time of day

which will be easy to remember. .

DAY 1 START:

1. mmuymmmmmmﬂmmmmmmmsb
the day you start bleeding or spotting, mnnummmmm
bleeding begins.) .

zPlacemisdaylabustﬂpmmecydodeommamﬂmm
the days of the week (starting with Sunday) printed on the bilister card.

Pick Correct Day Labst [THU FRI SAT SUN MON TUE WED]
Peet and placa iabel hers.

Nots: If the first day of your period is a Sunday, you can skip steps #1 and #2.
3. Take the first “active™ {rosa-colored] pill of the first pack during the first 24

hours of your gaded, .
4. You will not need to use a back-up methoed of birth controd, since you are
starting the pill at the beginning of your period.

A REMINDER FOR THOSE ON 28 DAY PACKS:

It you forget any of the 7 {whits) “reminder” piils in Week 4:
THROW AWAY the pilis you missad.
Keeptaidnﬂpillmhdayunﬂlﬂmpankhmty

You do not need a back-up method.

FINALLY, IFYOUAREMIOTSMMWMWMMYW.
HAVE MISSED:

Use a BACK-UP METHOD anytime you have sex.

KEEP TAKING ONE {rose-colored] “ACTIVE® PILL EACH DAY until you can
reach your doctor or clinic.

PREGMANCY DUE TO PILL FALURE

The incidence of pilt failure resuiting in pregnancy Is approximatety one per-
cent (i.e., ane pregnancy per 100 women per year) if taken every day as direct-
ed, but more typicai fallure rates are about 3%. If tailure does occur, the risk
to the fetus is minimak."

PREGNANCY.AFTER STOPPING THE PHL

Thers may be some delay in becoming pragnant after you stop using oral con-
traceptives, especially if you had irregular menstrual cycles before you used
oral contraceptives. it may be advisable to postpone conception untit you begin
menstruating ragularly once you have stopped taking tha pilt and desirs preg-

nancy. .
There does not appear to be ary increase in birth defects in ngwbom babies
when pregnancy occurs soon after stopping the pill.

OVERDOSAGE

Sertous il effects.have not been reported following ingestion of largs doses of
oral contraceptives by young children. Overdosage may cause nausea and .
withdrawal blesding in females. In case of overdosage, conmmurdoctor
clinic or pharmacist.

OTHER INFORMATION '
Yourdoctocorcllnlcwﬂnahamedumtamﬂyhistorybefmpmﬂhm
oral contraceptives and wiil examine you, The physical examination may be
delayed to ancther time if you request it and your doctor or clinic befieves that «

it is a good medicai practice to postpone it. You should bs reexamined at least "+

once a year. Be sure to inform your doctor or clinic if there is a family history -
of any of tha conditions listed previously in this leafist. Bs surs to keep all
appointments with your doctor or clinic becausa this is a time to determine it
there are early signs of side effects of oral contracaptive use.

Do not use the drug for any condlition other than the ons for which it was pre-
scribed. This drug has been prescribed specifically for you; do not give it to
others who may want birth controd pills.

HEALTH BENEFITS FROM ORAL CONTRACEPTIVES

In addition to praventing pregnancy, use of combination oral contraceptives

may provide certain benefits. They are:

« menstrual cycles may becoms more regular

« blood flow during menstruation may be lighter and less iron may be lost.
Therefore, anemia due to iron deficiency is less likely to occur.

»
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-mmmmmmummn
" actople (ubal) rignancy may Scéur ess fraquanty.

* nONCANCErous Cysts or lumps in the breast may occur less frequantly.
* acuts paivic Inflammatory dissase may occur less frequently,

. » orai contraceptiveryse Mmay provide S0 protection against

deveioping two:
fomdmmmmmmwdmmmmm

. nmmmmmmwmm&mmm

or pharmacist. They have a more tschnical leafiet called the .Professionad

. Lawmmmmmuuammmumum
-, lighedt I 2 Dooi entitied. Physioiscs’ Mmm nmm

" stores and public fbrartes. - _ G, .
nmmummm.m
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